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EXAMINER'S AMENDMENT 

1 . This action is responsive to the Amendments filed February 23, 2005 and August 
31 , 2005, and the telephone interview concluding January 16, 2006. Claims 40-51 , 
added by the amendment of February 23, 2005, have now been canceled, and new 
claims 52-53 have been added and are allowed (see below Examiner's amendment). 

2. An examiner's amendment to the record appears below. Should the changes 
and/or additions be unacceptable to applicant, an amendment may be filed as provided 
by 37 CFR 1.312. To ensure consideration of such an amendment, it MUST be 
submitted no later than the payment of the issue fee. 

Authorization for this examiner's amendment was given in a telephone interview 
with Hesna J. Pfeiffer on January 16, 2006. 

3. In accordance with 37 C.F.R. 1 .126, allowed claims 52-53 will be renumbered as 
claims 1-2, respectively (see MPEP 608.01 0)). 
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4. The application has been amended as follows: 

a) Cancel claims 40-51. 

b) Add the following new claims: 

52. A method of identifying the drug metabolizing phenotype of a subject as high or 
low, wherein said phenotype is associated with cytochrome CYP3A5 expression from 
variant or wild-type DNA sequences, which method comprises the steps of: 

obtaining from the subject a sample comprising genomic DNA; 

screening the genomic DNA from said sample for the presence or absence of 
both variants T^rsG and A.147G in the transcriptional regulatory region of CYP3A5; and 

identifying the subject as having a high drug metabolizing phenotype if both 
variants are present, or identifying the subject as having a low drug metabolizing 
phenotype if both variants are absent. 

53. The method according to claim 52, wherein during said screening the genomic 
DNA is amplified using oligonucleotide molecules that hybridize selectively to wild-type 
or variant DNA sequences, such that generation of amplified DNA indicates whether 
said variants are present or absent. 
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Substance of the Interview concluding January 16, 2006. 

5. On January 12, 2006 the exanniner contacted applicants' representative and 
proposed modifying new claims 40-41 (rewritten as new claims 52-53) so as to 
incorporate a step in which subjects are identified as having a particular drug 
metabolizing phenotype based on the presence or absence of the combination of 
polymorphisms of the claims, as exemplified in applicants' specification (see, e.g.. 
Example 1 , particularly at pages 24-25, and Figure 4A). The examiner noted that this 
amendment would place these claims in condition for allowance, as the prior art does 
not teach or suggest the relationship between the polymorphisms of the claims and drug 
metabolism phenotype (as is taught in applicants' specification). On January 16, 2006, 
applicants' representative contacted the examiner and agreed to the proposed 
amendment. Accordingly, new claims 52-53 are now allowed. 

Conclusion 

6. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Diana B. Johannsen whose telephone number is 
571/272-0744. The examiner can normally be reached on Monday and Thursday, 7:30 
am-4:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, W. Gary Jones can be reached at 571/272-0745. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




Diana B. Johannsen 
Primary Examiner 
Art Unit 1634 



